HEPYIIKCIIYKBA YKPAIHU |
AEPXKABHA CJIVIKEA 3 JIII{APCLKI/IX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH y KHAIBCBLK LT OBJIACTI

Opocnekt Banepix JToGaHOBCbxoro, 51, m Kuis, 031 10, Tel/thaxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Koxn €IPTIOY 37078774

BUCHOBOK
PO 5KiCTh BBesenore Ykpainy JIKapcLKoro 3acoly
15.07.2020 Ne 31133/20/10
L A3ATLTIH®

(naitvenynarng nikapcekoro 3aco0y 3rigno 4 PeecTpauiitngm nocsi}meHHﬁM)
TabdJeTku no 1 mr 110 10 Tabaxerox Y Gaicrepis no 3 ﬁm’cmpﬂ KAPTOHHIi navi

({ropma BHILYCKY, NO3yDaKus, BHR NaKyRaHug nikapcekoro 3acody)

Homep peectpanittoro nocsinsenns UA/17013/01/ 01 crpox nii PeecTpauifinoro noceingenns 07, ] 1.2023

Cepia nixaperkoro 3acoby Ne ROO1 Kinpxicts Besenoro niKapceKoro sacoGy 4784
Brpotunk X. Vpiay Komnanig, C.A., Icnanis
(Haﬁmcnyaamm BHPOGHHKA Rikapcrkoro 3acofy, kpaina OXo % eHus)
Breseio B Yipainy ToBapucerno 3 o0MeskenoI0 BifnoBixankuicro "ACIHO YKPATHA",
inenr. won: 42274733

(HaitMenypanus 1a KoA 3a CJIPTIQY IopHIHYHOT 0co6H abg Wpi3BHILe, iM's, 110 S AT Y E—

bes e

0CcobH - HiﬂﬂpHEMH}[,_H MICLe poxuBanmg 14 PeecTpauitinuiy HOMep obnikonof KapTKH NiaTHyKg
noAaTkis abo cepig Ta HOMED nacnopra)

Mpotoxon pisyansuore KonTposmio six 15.07.2020 N 1982/1.

32 pesymsraramu AepKaBHOrO KOHTpOmo BCTanoseHo, o JHKApChKuM  3acip BBE€3eHO g Yxpainy 3
AOTPHMAaHNsIM BHMOT 3akononaBeTBa mopo 3a6e3nevenns sxocr] JHKAPCHKUX 3ac06ip,
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Uriach

Ul

Ly

Batch Release Authorization / Paspewenue na Brinyck Cepum

Certificate of GMP Compliance / Cepruchukat cooteTCTBUa GMP

Name of the Product: /
Haumeroranue Mpopykra:
Materlal code: / Homep Martepwana:

Batch Number: / Homep Cepuu:

Manufacturing Order: / 3akaz Ha MpoussopcTeo;
Manufacturing Date: / flaTa npouseoncTea:

Expiry Date: / Cpox rogHocTu:

Batch size (in units): / Pasmep cepun (s ynakonkax):
Results of analysis
type) in Certificate

AZAHILIN, tablets 1 mg Ne30 {10x3) in blisters /
ASATWUIINH®, Tabnetk# no 1 mr Ne30 (10x3) B BncTepax

261812
ROGA1
282465
15.04.2020
04.2024
4784

(strength / potency, dosage form package size and
No.:/ PesynuTaTtel aHanusa (cuna pelictaun / BKTUBHOCTD,
NekapcTeeHHan dopma, Tvn pasmMep ynakoskun) B Cepruchukate Ne:

2020/04428

License Number /
Howmep Muuersmn

Country of Origin: / Crpana-npoussogutens:
Marketing Authorization Number: /

Homep Perucrpauuontoro Ceugetenncraa:
Importing Country: / Crpana Wmnoprep:

Certification Statement:
| hereby certify that the

/ 3asBnerne o Cepruchukalmy:

with the GMP requirements of the local Regulatory

[ Manufacturing / Packaging / ‘ Quality Control and Batch Release /

oo | Mponasoacreo Ynakoska | Kortpone Kavectea n Bemyck Cepun
Site / J.URIACH y Compaiiia, S.A., Avda. Cami Reial, 51-57, 08184, Palau-Solita |
Mnoulagka Plegamans, Barselona, Spain [ X. YPHUAY n Komnahus, CA., Asga. Kaun Penan,

51-57, 08184, MNanay-Conura u Mneramanc, Bapcenona, Vcnawus

above information is authenti
manufactured, Including packaging / labeling and quality co

MIA 0251

Spain / Ucnanus

UA/17013/01/01
Ukraine/ Ykpauna

c and accurate. This batch of product has been
ntrol at the above mantioned site {s} in full compliance
Authority and with the specifications in the Marketing

Authorization of the importing country. The batch processing, packaging and analysis records were reviewed and

found to be in compliance with GMP, /

3TUM NOATBEPX/JAl0, UTO BbilLeyKadaHHas vrhopMays aensieTes AOCTOBEPHOM ¥ TouHoW. JanHas Cepus npounaseaeHa,

BRIIOYAR YyNaxkoBky / Mapkuposky u KOHTPOMb KayecTsa,
TpeGonaHusiMu GMP

Ha

YKA3aHHOM Bhilite YHacTke B nonHom COOTBETCTBUM C

NOKANLHEIX KoHTpONUpyiolux OpraHos, a Takke co cneyupuanumam Pervcrpaumontoro Hocke

CTpaHbl-MMﬂﬂpTepa. MpoTokonbl npouaeoacTea, YNaKOBKW W aHanu3a Beinu NepecMoTpeHrsl 1 YCTaHOBNEHO coOoTRETCTRBUE
GMP,

Person authorizing the batch release; /
Tnuo, paspewawiyee BLINYCK cepuv;

Name: / Gracia Piqueras /
Gamunua: paums Mukepac /
Position: / Qualified Person / B -
HonxHocTs: YnonrnomoueHHoe
Release Date: / 06.05.2020 £z
Hara soinycka: = o

O

Qualified Person slgnature does not include the varifiealio&\ ¢
MOANHCEID He NOATEEPKAEET KOPPEKTHOC T, nepeBoaa TekcTa Ha p

in the avent of any discrepancies or doubt between English and Rus

prevail. |

5
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«;Signature: / />
el rog MoRnwvce:

GIIAT
MEHTID |
D‘OK:’\‘:‘ cxnap ti / & }J;j

A oy
t translatiof Into Russian. / YMONHOMO4EHHOe NUUo caceit
%R.\—;/lp “/}

& e
Ortppyauset =




@ Uriach

Analysis Certificate / Ceptudukar Ananuaa

Material coda:
/ Homep
mMarepuana;

261812

Manufacturing Order: /
3axaa va MpouasopcTeo:

282485 Batch Numbar:

{ Homep Cepuu: RGO

Certificate No.:
i Cepruduxar
o

2020/04428

o Ne ;
_ﬁgﬁlj!!,_lfg_,__ut_g;:lggg_]._m_g_Ni:}f_l_ {10x3) in blisters / ASATUNNH®, Tabnetky no 1 Mr Ne30 (10x3) B GnwvicTepax

Manufacturing Date; /

Hara nponssoncrea: :5'94'2020

Expiry Date: / Batch size: /

CPOK roAHOCTY; 042024

Strength / Potency: /
Cuna gecteus / AKTMBHOCTS:

Package Size and Type: /
Tun ¥ PaaMep Ynakoeku:

Dosage Form: / lexapcreenHag $opma:

Paamep cepum:

4784

One tablet contains rasagiline tartrate 1,44 mg as rasagiline 1 mg /

OnHa TabneTka conepxuT 1,44 mr pasarunta TapTpar, uTo

COOTBETCTBYET 1 MI pasaru/ivHa
Tablets 1 mg / Tabnetku no 1 wmr
10 tablets In blister: 3 blisters In carton box /

10 tabnerox B Grvcrepe; 3 6nucTepa B KapTOHHOM KopoBke

Method: / Metoavka: 261812 rev.: / pes.: 1

_Konuniecraennoe onpefenexus

95 -- 105 %

[ Test/ Specifications / Result/

Nokazatens Creyuweayun Pesynerar

Description / Round, plain, white or almost white tablets / Caomplies /

OnucaHue Kpyrnele, nnockue, Tabnetku Genore unn novTy Genaro CooTtaercTayer

s usera A S SO S M ¥
Identification: / MaenTudukauus S -
uv:/ The UV spectrum of the major peak in the Complies /

Yo chromatogram of the Assay preparation CooTeetcTayer
carresponds to that the reference standard
preparation obtained as directed In the Assay /

YO cnektp OCHOBHOTO nMka Ha XpoMarorpamme
WGNLITYEMOro pacTeopa, NONY4eHHoR fpu
KONUYECTBEHHOM OnpeReneHnu, LOMKER
COCTBETCTBOBATE Y CrEKTPY OCHOBHOMO nuka Ha
______ XPOMATOrPaMMe CrasaapTHoro pacreona e o

HPLC:/ The retention time of the major peak in the Complies /

BOMX chromatogram of the Assay preparation Cooteevcrayer i
corresponds to that the reference standard ;
preparation obtalned as directed in the Assay/

Bpemn YABPHUBEHWA OCHOBHOTO nuka Ha

XPOMATOrpaMMe VCTISITYEMOrO PACTBOPa, MOMYy4EeHHOH

NP KOMWYLCTEEHHOM  ONPEAENERMY,  AOIKHO

COOTRETCTBOBATL BPEMEHW YASDNMBAHUA OCHOBHOMO
S MAKa Ha XpoMararpaMme crenpapThoropactaopa _ f s

Uniformity of mass / Not more than 2 of the Individual masses of 20 Complies /

OnHopodHoCTL Macesl deviates more than 1 7.5 % from the average mass | CooTsercreyer
and none devlates more than £ 15 % /

He 6Gonee 2-x us 20 TaBrievox MOFYT  WUMETDL
OTNoHeHKe, npesbiwaloltiee + 7.5 %, M OaHa va 20
TabrieToK He AoMKHa MMEeTs OTKICHEHME Borbiue + 15
- % OT cpenwedmaccel —
_Water content / Cogepxanne BO/bl_| NMT 10.0 % / He Gonee yem 10,0 % 5.1 %

Uniformity of dosage units(® Complies /

(content uniformity): / CooTteeTcTRyeT

OnHopogHocTs 4a3UposaHbIx

enuHuyl (OaHOPOOHOGTH

COHEpKaHKs)

Acceptance value / The acceptance value (AV} L1 NMT 15.0 {n=10) / | 1.85

Kpurepuit npuemnemocty Kpurepuit npuemnemoctyt L1 He Gonee 15,0 (n=10)

Average content / T

| CpenHee copapmxanve o : t\‘ 100.40 % |
Dissolution / NLT 85 % (Q=80) in 30 mjfijtes s - — 92 % |
_Pacrsoperue He menes yem 85 % (Q /80 5540 wlogge
Rasaglline Assay (by HPLC): / 95-105 % / Y 100 % !




Pasarinira (BOKX);

S L
Related substances (by HPLC) / ConyrcTryiowme npumec | BOMX)

N S——

Amingindane f NMT 1.0 % / Not detected /
AmidronHzar He Ooneevem10% He ofnapywero

Indanone / NMT1.0% / Not detected /
WMupanon o He Bonee yem 1.0 % He oBHapywero

Impurity 1 @7 i
[Mpamecs 4 &)

NMT 1.0 %/
He Bonee yem 1,0 %

Not detected /
He oBHapyxeno )

He Gonee uem 102 KOE / 1
Absence in1g/
e o e o) OCMIPTOVEPE A F
{1} — This test moets the reguirements of
batehes, so this test may be conducted by mass variation Instead of the content
oTBENEET TREBOoBaHUAM MoHorpavu Esponeiickoi dapmakonen 2.9.40 ans

E. Coli / Escherichia colj

the monograph <2.9.405 of EG?'E;BQ?I{ APHEE;:ES‘;;B;

Impurity 2§ NMT 1.0 %/ Mot detected /

Opymecs 2 e _He Bonee yem 1.6 % e | HE OBHEPYINREHO
Impurity 312} NMT1.0% ¢/ Not detected /

| NMpumecs, 3@ _He Bones uem 1,0 % e | HE OBHApYHEHO
Largest unknown impurity /

MaKCUMansHas HeussecTHAs 2?go$:eﬁém 0.5 % <0.1%

L PUMece ! S S S
Total impurities / NMT 5.0 % { <0.4 %

Cymma npumecen HeGoneevewso® _ |
Microb .9?99]?.@',SE@F?FLE’LLMHEEQ@!@EQW‘*E053E.,‘fllﬁ..C.T,QE‘B-_(“‘_’i%__%___._ﬁ.__,ﬁ, s
{TAMC) HTAMC) NMT 10 CFU/g/ 5§ CFuUlg F KOE / r

He Bonee uam 103 KOE / ¢
(TYMC) 1 (TYMC) NMT 102 CFU/g / <5 CFUlg / KOE /1

MOXHO NPOBCAKTE PACYETHO-BECORLIM METEOM BMECTO OfHOPOAHOCTI LO3MPORAHHIX CAVHALL AN NACNEAYIOIUMX CEPIA.

(2} Impurity 1: /

acid

lmguritx 2: I Mpumecs 2: 2,3-Dihydroxy-pentanedioic acid 1,5-bis[(1 R}-Indan-1-ylamide]
Impurity 3:/ Mpumecs 3; 3-Hydroxy-pentanedioic acid 1,5-bisf{+ R)-indan-1-ylamide]

(3} Test perfarmed on every five batches with a minimum of one batch tested per year by sam
HA ke ot NATON cepum urm MitHMYN Ha OAHOR cepiu B rog, o METOAY B6IBODCHHONO KOMTpOns.

Decision: / Conform /
Pewenue:; Cootgercrayer
Name: / Assumpcio Vallmajor /
Gamunus: Accymnuuo Bansmaitop
Position: / Quality Control Manager /
HomxtocTs, Merempkep Konrpons Kauectsa
Date: / 05.05.2020
Lava: i
Signature: { o
Nognucs: At

gt

MOANKELI0 HE NIOATBEPHAZET KODPEKTHOCTY NEPEBOAS TEKCTE Ha PYCCKUA Natik,

In the event of any discrepancies or doubt betwosn English and Rusegian language versions,

Fipumecs 1: 2-[2-[[(1R)-2,3-dihydro-1H-inden-1 -yl}-2-propyn-1-ylamin 0]-2-oxoothyl]-2- hydroxy-Butanediaic

pling method. Tecr beinonHsieTes

—
ct translation into Russian, / YronuomoueHHoe MU CeOEH

the English language version shall

prevail, / B cnyuae nioBnix PACXOHAEHIA UK COMHRHMI Mexgy BRPCHAMK HE BHIMMIECKOM U PYCOKOM SabIRax RPEHMYLLSCTREHNYIO CHiTy

HMERT aepona Ha BHIMMACKOM AdLIKe,

i Uriach y Comg

H




IEPXCTIKCITYSKEA

HAEPXKABHA ;CJIY}KBA 3 TIKAPCBKUX 3ACOFIB TA KOHTPOJIIO 3A

npocriekT
E-mail

26.11.2020

HAPKOTHKAMM ¥V KHiBCBLKIif OBJIACT]

Basepis Jlo6anoscrkoro, 51, M. Knis, 03110, Ten/pakc: (044) 363-06-50
: dls.ko@dls.gov.ua,https://www.dls.gov.ua. Kon €IPIIOY 37078774

BHCHOBOK

NPo AKICTH BBE3eHOr0 B Yxpainy aikapcsxoro 3acoly

Ne 62559/20/10

ASATLIIH®

(naitMenynanus NiKapeEKoro 3acoby 3riamo 3 peecTpauitiuum TIOCBIUeH M)

TabaeTku no 1 mr mo 10 Taérerox y Guicrepi; mo 3 Gaicrepn Y KapToHHii maymni

((opma sunycky, nosyanns, sua MAKYBAHHA NiKAapChKOro 3aco6y)

Howmep peectpauitinoro noceinuenns UA/17013/01/01 CTpOK i peectpaniiinoro mocsinwenus 07.11.2023

Cepis mikapenkoro 3ac )éy Ne R0O0O2 Kinskicts BBe3senoro miKapcskoro sacoby 442 1

Bupobuuk

Bsezeno B Ypainy

X. Vpiau i Komnanis, C.A., Icnianis
(ualivenypanug supoGuuka 1iKapCEKOro 3acoby, KpaiHa moxo/xennts)

Torapucrro 3 06meskeHOIO BiAnoBizaaenicTio "ACIHO YKPATHA”,
inenT. kon: 42274733
(naitmenysanns Ta kon 3a CAPIIOY IopHARYHOT 006K aGo npisshe, in's, No GaTbrOD] biznynai

0cobH - mianpuemus, i Micue MPOXKHBAHNA TA peecTpauifHui HoMep obnikosoi KapTK¥ niaTHuka
nozarkis abo cepis Ta nomep nacnopra)

Hpotoxon sisyansuoro konrposmio sin 17.11.2020 Ne 3977/1.

3a pesyneTatamu  mepxKaBHOro KOHTPONIO  BCTAHOBJICHO, MmO Jiikapchkuii 3aci6 Bpeseno s VYipainy 3

EMQr 3aKOHORaBCTBA 100 3a0e3NeeRHs aKocT] i KapChLKHX 3acobin.
Al

Onexciit COJIOJ[PAN

(ininiama ra npiserue)




N uriach

Batcih Release Authorization / Paspeienue

Ha Beinyck Cepuu

Certificate of GMP Compliance / Ceprudukar cootaeTcTaus GMP

Name of the Product: /

AZAHILIN, tablets 1 mg Ne30 (10x3) in
Haumenosanue Mpogyxra:

ASAFUNIUH®, TabneTku no 1 mr Ne30 (1

Material code: / Homep marepuana: 261812
Batch Number: / Homep Cepuu: R0O02
Manufacturing Order: / 3akas na HMpounasogereo: 284555
Manufacturing Date: / [laTa npovssoacTea: 06.07.2020
Expiry Date: / Cpok rogHocTy: 07.2024
Batch size {in units): / Paamep cepuu (B ynakoskax): 4421

Results of analysis (strength / potency,
type} in Certificate No.: / PeaynsTats an
neKapcTeeHHan hopMa, TUN U pasMep ynakosky) B CepTudurare Ne:

dosage form package size

anuaa (cuna nercTeus / aKTUBHOCTS,

blisters /
0x3) B Gnuncrepax

and
2020/ 08534

Manufacturing / Packaging / Quality Control and Batch Release /

Mpouzeoaecteo ¥Ynakoska KonTpons Kavectsa v Buinyek Cepuu
Site / J. URIACH y Compaiiia, S.A., Avda. Cami Reial, 51-57, 08184, Palau-Solita |
Flnowaaka Plegamans, Barselona, Spain / X. YPUAY u Komnawus, C.A., Asga. Kamu Pedian,

Conwra u Mneramarc, Bapcenoka, Micnanus

51-57, 08184, Nanay-
License Number / '
Homep Nnuensun

MIA 0251

Country of Origin: / Crpana-npoussoawrens;
Marketing Authorization Number: /

Homep Peructpaumontoro Ceugetenscrea:
Importing Country: / Crpana Umnoprep:

Certification Statement: / 3ananenue o Cepruduraumy:
I hereby certify that the above Information

with the GMP requirements of the local Reg
Authorization of the importing country. The batch processing,
found to be in compliance with GMP. |

OTUM NOATBEPHAAIO, MTO BILUBYKAZAHHAR MHDOPMALMA REnReTCs gocroae
BKNIOYaA YNakoBKY / MapkupoEKy M KOMTPONb KadyecTea, Ha yKajaHHoM
TpeGosanuaMu GMP nokansHeix Kontpormpylownx Opravos, a Takke o
CTpanb-umMnopTepa. [poTokons| NPoMaroAGTea, YNakoskw v aHanNuaa Guiiu
GMP, :

cne

Person authorizing the baftch release: /
Nuyo, paspewarowee ssinyck cepuu:

Name: / Claudia Costa /
Damunus; Knaygua Kocra
Position: / Qualified Person /
HonxHocTh: YnonwomouenHoe Nuyo

Releass Date: /
Dara sbinycka:

21.09.2020
Qualified Person signature does not include the verification of
NOANKMCHIO HE NOATEEPHAALT KOPPEKTHOCTL nepeao/a TeKCTa Ha PYCCKUA RALIK.

. In the event of any discrepancies
prevail. /

Signature: /
Mognuce:

Spain [ Ucnanua

UA/1T7013/01/01
Ukraine/ Ykpanna

is authentlc and accurate. This batch of product has been
manufactured, including packaging / labeling and quality control at the above mentioned site (s) in full
ulatory Authority and with the specifications in th

compliance
e Marketing

packaging and analysis records were reviewed and

PHOM W TOYHOR. [laHHas cepus npouapegeHa,
Bbille Y4acTke B NONHOM CODTBETCTBUUA ¢

LmdmKkatamn PericTpaumoHHoro Hocee

AEPECMOTPEHLI M YCTAHOBMNEHO COOTBETCTBME

R

g A

SL

correct transfation into Russian. | YnanuomoueHHoe NKO cBOEW

:br doubt between English and Russlan language versions, the English language varsion shall

B cryuae ntobeix pacxomaennii uni CoMHeHui MENAY BEPCHAMU HA BHFAIUFACKOM W PYCCKOM AZLIKAX NMPeUMYLLE CTREHHYIO chny umeer

BEPCHA HA aHFNKACKOM Aablke.

£ NOKYMEHTIB

AnTesmi cenag, e 2

N gy, *
“‘2‘\\\\\11:;”‘ :uzta\‘.!'ia‘)/_\:;.'w &

B it A R200
14 O¢ 3y /74




@ Urizmh?

Analysis Certificate / CepTucpnkar Ananuaa

“Material code: . Certificate No.:
Manufacturing Order: / Batch Number:
L Hw;;rana- 21812 oo MPOVIBORCTEO: 284555 ep Copin: Ro02 i}gepmtbuxar 2020108534

AZAHILIN, tablets 1 mg Ne:i() {10x3) in blisters / ASATVIMH®, Tatnetkm no 1 mr Ne30 (10x3) & GnucTepax

Manufacturing Data: /
[laTa npouseogcrea;

06.07.2020

Explry Date: / Batch size: /
Cpok rogHocTH: 07.2024 Paamep cepum: i

Strength / Potency: / /
Cuna peicTans / AKTMBHOCTS:

Package Size and Type: /
Tun v Pasmep Ynakopkw:

One tablet contains rasagiline tartrate 1,44 mg as rasagiline 1mg/

Dosage Form: / ﬂexapcmem{as Popma:

Opva TabneTka copepxuT 1,44 Mr pasarinvHa TapTpar, uTo

COOTBETCTBYET 1 Mr pasarunuxa
Tablets 1 mg/ Tabnetxu no 1 Mr
10 tablets in blister; 3 blisters in carton box /

10 Tabnetoxk B BnmcTepe; 3 GnucTepa B KAPTOHHOR KOpOGKe

Method: / Metogvika; 261812 rev.: / pea.: 1

Test/ Specifications / Result/
MNokasarens Creludurauma Peayneyar
Pescription / Round, plain, white or almost white tablets / Complies /
Onucanuve Kpyrnbie, nnockue, TabneTks Benoro vnu nouty 6enoro CoarseTcreyer
userTa
Identification: f MnenTudmkativna :
uv:/ The UV spectrum of the major peak in the Positive /
Yo chromatogram of the Assay preparation NonoxvTentbHLIA
corresponds to that the reference standard
preparation obtained as directed In the Assay /
Y@ CnekTp OCHOBHOIO NWKa Ha XpomMaTorpamme
UenLITYemoro pacreopa, nony4eHHoH npn
KONKYECTBEHHOM onpeaensHum, AomieH
COOTBETCTEOBATE YOd CNEKTPY OCHOBHOTO NiuKa Ha
XPOMaTOrpaMME CTAHOAPTHOTO pacTeopa
HPLC: / The retention time of the major peak in the Positive /
BaOXX chromatogram of the Assay preparation MonoxutensHbii
corresponds to that the reference standard
preparation obtained as directed in the Assay /
Bpema YREepHUBAHMA OCHOBHOTO nuKa Ha
XpOMaTorpamMme UCMbLITYEMOro pacTsopa, NonyWeHHow
TIPU. KOMMYECTBEHHOM  ONpepeneHuM,  OOMHO
COOTBETCTBOBETL BPEMEHW YAEPMUBAHWUA OCHOBHOIO
M1Ka Ha XPOMATOrpaMMe CTaHAAPTHOTO pacTBopa
Uniformity of mass / Not more than 2 of the Individual masses of 20 | Complies /
QaHopogHOCTL Macekl deviates more than % 7.5 % from the average mass CooteeTcrayer
and none deviates more than £ 15 %/
He Gonee 2x w3 20 TabneTtok MOMYT MMeTa
OTKNOHEHWe, Npesbiilaolee = 7.5 %, HU ogHa ua 20
TabneTok He [omKHa MMEeTh aTkNOHeHue Sonblue + 15
] % ©T cpeaHedR Macch
Water content (KF) / Conepmarve | NMT 10.0 % / He Gonee qem 10.0 % 59 %
BOAs! (MeToa K. duepa) :
Uniformity of dosage unitst Complies /
{content uniformity): / : CooTeetcTRYRT
OnHOPOJHOCT JO3UPOBEHHLIX
eaunnul!) {oaHOpoAHOCTD :
CONEpXaHun)
Acceptance value / Tha acceptance value (AV) L1 NMT 15,0 {n=10) / | 5,42
KpuTepui npemnemocty Kputepnit npuemnemoct L1 He Bonee 15,0 (n=10)
Average content /
| Cpenee copepxaHue 97,50 %
Dissolution / NLT 85 % (Q=80) in 30 minutes / 98 %
Pacteopenue He menee yem 85 % (Q = B0) 3a 30 MunHyT

Rasaglline Assay (by HPLC): !/

95-105 %/




(N uriach

KonuyecTeeHnHoe onpeaeneHye
Pasarnnuna (BOXX): g

95~ 105 %

_Related substances (by HPLC) { Conyrctayioume npumeck (BIXKX)

OreyretByersir

Aminoindane / NMT1.0%/ <0.1 %%

AMWHOMHAEH He Gonee yem 1.0 % t

indanona / NMT 1.0% / Not detected /

WHaaHoH He Bonee yem 1,0 % He obHapyxero

Impurity 1%/ NMT 1.0%/ bl 5

Mpumecs 12 He Bonee uem 1,0 % L

Impurity 2(2 NMT 1.0 % / Not detected /

Mpumecs 2(2) He fonee uem 1,0 % He obHapyxeHo

Impurity 32/ NMT 1.0 %/ Not detected /

MNpumecs 3(2) He Gonee vyem 1,0 % He oBHapyxeHo o

Largest unknown impurity i NMT 0.5 % /

MakcumansHasn HewssecTHas ¥ 5 <0.1%

NpuMecs ‘ He Bonee yem 0,5 %

Total Impurities / : NMT 5.0% / <01 %

CyMMa npumMecei : He Sonee yem 5,0 % LR

Microbiological quality ®): / MuxpoBuonoruueckas yacrora OF

(TAMC) / (TAMC) NMT 10° CFU/g / Not performed /
. He Bonee uem 10° KOE / r He nposogurics

(TYMC) / (TYMC) NMT 102 CFU/g / Not performed /

He Gonee yem 102 KOE /1 He npoeoguncs
E. Coli / Escherichia coli Absenceintg/ Naot performed /

He nposoavncn

(1) — This test moats the requirements of the monograph <2.9.40> of European Pharmacopoeia for the three valldation
batches, so this test may be condusted by mass variation instead of the content uniformity for the next batchas / Tecr
OTeevaeT TpeGoaaHuam MoHorpadul EBponeiickoi dapmaxonen 2.9.40 ans Tpex BANWAALMOHHLIX CEPWIA, NOATOMY AaHHBIA TecT
MOKHO NPO3GANTL PACHETHO-BECOBKIM MBTOOM BMECTO OHOPGAHOCTH AO3KPOBAHHLIX BAUHUL, ANA NOCNEYIOLUX CEPUIA.

(2 lmpurity 1: f Npumecs 1 2-[2-{[(1R)-2,341hydro-1H-indan-1-yI]~2-pmpyn-1-ylamlno}-z-oxoethyij-Z- hydroxy-Butanediolc
acld :

Impurity 2: / Npumecs 2; 2,3-Dmfdroxy-pentanediolc acld 1,5-bis[(1R)-indan-{-ylamide]
Impurity 3: / Mpumeck 3: 3-Hydroxy-pentanedioic acid 1,5-bis[(1R}indan-1-ylamide]

(3) Test performed on every flvdg batches with a minimum of one batch tested per year by sampling method. / Tecr skinonHsercs
Ha kaxaolt nATON cepun unu M;MHMMYM Ha OAHOA CepuK B rog, NO METARY BLIBOPOHHOM KOHTpONSA,

Conform?l

Decision: /

Pelletue: CooteercrayeT

Name: / Assumpcio Vallmajor /
damunus: Accymnumo Banemaitop
Position: / Quality Control Manager /
[onxHocTs: Menenxep Konwtpons Kauectaa
Date: / 17.09.2020

[Hara: by

Signature: /

Moanuce:

Qualified Person signature does not include the verification of correct tranglation Into Russlan. / YnonHomoueHHoe nuLo caoeit
NOANKCHIO He NOATBEPHAABT KOPPEKTHOCTL NENeBaRa TEKETA HA PYCCKMHA SabIK,

In the avent of any discrepancies or doubt batween English and Russian language varsions, the English language varsion shall
prevall. | B caydae niobuix PACXOMEEHAR WITH COMHEHMIA MEXAY BePCUAMMU HA AHINUACKOM M DYCCKOM RakIKax NPeUMYLLECTBEHHYIO CUny
¥MEET BEPCUA HA SHTAUACKOM A3IKe.
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